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OBJECTIVE

1. INNOVATION SAVES LIVES
FAST AND EQUITABLE ACCESS TO INNOVATIVE MEDICINES FOR THE BENEFIT OF
ROMANIAN PATIENTS AND THE ROMANIAN HEALTH SYSTEM

PILLARS OF COLLABORATION

Elaboration of a work plan for health innovation for a period of at least 2 years from the date of signing, assumed by all 
parliamentary political parties, with a number of concrete directions of action, leading to increasing the quality of life of 
Romanian patients and access fast, fair and sustainable to therapeutic innovation.

PROPOSALS:

883 days1 wait for 
Romanian patients to have 
access to new treatments, 
the longest time in Europe.

• Of the 152 innovative drugs 
approved by the EMA in 
2016-2019, 39 (1 in 4)1 were 
included in the list of those 
reimbursed by 1 January 2021.

• Causes of delays: lack of 
adherence to legal evaluation 
deadlines, bureaucratic 
procedures, lack of budget 
forecasts to ensure the 
necessary funding.2

•

• Staged reduction, from 883 days to 365 days, of the waiting time from obtaining the marketing authorization 
of a medicine to the effective access of Romanian patients to medicines, by establishing clear and predictable terms 
and intervals of publication of the Government Decision (GD) 720/20083 for the approval of the List containing the 
common international names corresponding to the medicines benefiting the insured (List) and of the therapeutic 
protocols approved by Joint Order of the Ministry of Health and the National Health Insurance House4 and by 
respecting the terms legal for:

• Evaluation of the HTA file
• Issuing the decision to include in the List
• Inclusion of reimbursed medicines in the List, respectively adaptation of the legal framework to ensure the  
  implementation of reimbursement in a predictable and reasonable time
• Elaboration and publication of therapeutic protocols

• Improving the terms, coherence and flow of reimbursement provided in the legislative process, so as to 
provide clarity and predictability in order to establish the treatment plan for the patient in the short, medium and long 
term, being necessary both for the physician and to ensure predictability of business plans for companies;

• Ensuring a coherent and sustainable policy on how to calculate and approve the maximum prices of 
medicines for human use5 (average of the lowest 3 prices in the basket of reference countries and not the lowest 
price6 and stability of medicine prices during the at least 2 years), to ensure the access of Romanian patients to 
innovative medicines and to reduce the large gap between Romania and the EU member states; this would also 
ensure a predictable and fair business environment (eg clawback tax7 could be used as an investment tool);

• Extending, adapting and updating the legal framework for cost-volume and cost-volume-result 
agreements8, by diversifying the types of contracts, by introducing facilitated access schemes ("managed entry 
agreements"), which ensure patients' access to “medicines of the future” (orphan drugs, paediatrics, personalized, 
innovative, cellular and gene therapies, etc.); the contracts should be accompanied by the introduction of effective 
patient and treatment monitoring mechanisms (treatment lines, single patients, treatment-specific coding), 
transparent and accessible analysis and reporting processes accessible to authorities, using digital tools;

• Improving the access of Romanians to vaccines, by developing a life-long national vaccination policy and 
including them in the compensation system together with the implementation of a compensation mechanism and 
protection of citizens for the damage caused by a vaccine "non-fault compensation system";

• Establishment of a Medicine Innovation Fund, which can accelerate patients' access to innovative and effective 
treatments for diseases without therapeutic alternatives;

• Stimulating studies based on real world data, by publishing the methodology for conducting and evaluating 
these studies, as an annex of Order 1353/2020 on HTA evaluation, and using the score obtained from these studies 
in HTA methodology;

• Supporting specific, rapid reimbursement mechanisms to ensure large-scale access of patients to preventive 
therapies that address the diseases with the greatest impact on mortality and morbidity in our country.
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2. STRATEGIC PARTNERSHIP FOR THE ECONOMY
STIMULATING PHARMACEUTICAL RESEARCH AND DEVELOPMENT AND INNOVATION

The innovative pharmaceutical 
industry is the most dynamic 
research and development 
industry in Europe.9

• Romania ranks last in Europe in 
terms of investment in Research 
and Development, amounting in 
2019 to approximately 75 million 
EURO9.

• If no. of clinical trials reported to 1 
million inhabitants would be aligned 
with performing countries in the region, 
the market in Ro, of only 72 mil. 
EURO, could reach 802 mil EURO.10 

•

PROPOSALS:
• The innovative pharmaceutical industry must be a strategic partner for the health system, increasing the 
attractiveness of the operating environment for this sector will lead to securing investments in the medium and long 
term and reducing the risk of disappearance of drugs on the Romanian market.

• Stimulating investments in clinical trials, which have a real potential of over 800 million Euros per year, for the 
Romanian health system, by: 

• Compliance of the legal term of 60 days for the approval by the authorities of the file for carrying out a clinical 
study;
• Possibility to deduct the value of investments made in research - development, from the amount due for the 
claw-back tax;
• The possibility of obtaining after authorization a more advantageous price (eg the average of the 12 countries 
in the reference basket), in the case of medicines for which companies have conducted phase 3 clinical trials 
in Romania.

• Stimulating investment in patient support programs (aimed at educating or informing the patient), as well as 
facilitating access to medication and medical investigations, by:

• Possibility of partial deduction from the value of these investments, of the amounts due for the claw-back tax
• Inclusion of investments in patient support programs in the calculation of the budgetary impact of the drug, in 
the HTA evaluation;

• Stimulating the establishment and authorization of centers of excellence and innovation and collaborations 
between academia, hospitals and the innovative pharmaceutical industry.

• Promoting the signing of agreements and partnerships of the pharmaceutical industry, with relevant 
authorities and actors, for the development and implementation of the best solutions that meet the identified needs 
and facilitate optimal access to medical innovation.
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3. A RESILIANT AND EVIDENCE-BASED HEALTH SYSTEM 
FOR THE BENEFIT OF ROMANIAN PATIENTS

Digitization can generate 
substantial cost savings by 
reducing the cost of services11.

• E-Health solutions could reduce 
health spending in most EU 
countries by ~ 5%11.

• Romania, ranked among last in 
an index of preparing the system 
for future crises11. 

•

PROPOSALS:
• Implementation of pilot projects on the clinical pathway of cancer patients, patients with cardiovascular 
disease or diabetes (including a multidisciplinary approach, integrated management, mechanisms for early diagnosis 
and funding of specific biomarker tests or other medical investigations);

• Digitization of the health system, by: 
• Development and implementation of interoperable registers of pathologies and registers of use of medicines 
and vaccines;
• Evaluation and capitalization of artificial intelligence applications for diagnosis / monitoring / patient support, 
developed by the innovative pharmaceutical industry;
• Participation in European and global projects on the use of Big Data for decision-making;
• Implementation of digital platforms for submitting requests for regulatory and compensation processes 
(authorization, evaluation of medical technologies, obtaining the price, price correction, etc.); the use of artificial 
intelligence tools to partially automate the evaluation of price dossiers and HTA;
• Promoting a sustainable and interoperable data infrastructure, including genomic data sources, to ensure a 
solid evidence base for the personalized medical approach, aligned with European and global strategies;
• Continue to disseminate and use health data in digital format, adopt new tools, and improve the quality and 
collection of data to support clinical practice and research efforts;
• Elaboration of norms for the application of the Telemedicine Law and, respectively, for the use of personal 
devices, by completing the legislative framework in force and capitalizing on international experience. Areas of 
application may include, but are not limited to, monitoring of disease progression, treatment response, recovery 
progression, and early detection of recurrences during treatment.

• Transparent publication of a relevant set of data on the total values and volumes of medicines released from 
open and closed-circuit pharmacies (public and private hospitals); the actual waiting time until the compensation of 
innovative medicines; cost and epidemiological data from the public and private health system.



4. HEALTHCARE AS INVESTMENT
ADEQUATE AND PREDICTABLE FINANCING OF INNOVATIVE  MEDICINES AND VACCINES

A dollar invested in Health brings 
in the economy an amount 
between $ 2 and $ 4.12. 

• CEE governments spend less on 
health than the EU5, the 
consequence: poorer results.11.

• With  580 EURO per capita, 
Romania is on the last place in the 
EU. Lack of funding translates into 
lost days of life for patients13. 

•

PROPOSALS:
• Proactive approach of budget estimation (through the horizon scanning process)14 and multiannual 
budgeting, predictable and in accordance with the current needs of patients, respectively with modern 
standards of medical practice, internationally recognized;

• Transparency of budget expenditures and monitoring their impact through result indicators;

• Predictable and annual adjustment of the drug budget in relation to the consumption of the previous year 
through a predictable and sustainable financial mechanism, which will stimulate innovation;

• Improving procurement processes in hospitals - by ensuring a transparent and prompt budget allocation;

• Improving the centralized public procurement processes organized by the Ministry of Health, by:
• Organizing procedures and concluding contracts in time;
• Transparency of budget allocations;
• Increased predictability in terms of quantities of medicines and vaccines requested, as well as delivery times 
imposed on suppliers.

COLLABORATION WAYS OF WORKING
• Concluding a Collaboration Protocol between the Romanian Association of International Drug Producers (ARPIM) 
and the Health Committees of the Romanian Parliament, by creating working groups, with regular meetings;

• Public announcement of the topics of the meetings and the objectives of the Protocol;

• Participation of representatives of health authorities, financial decision-makers and representatives of other relevant 
parliamentary committees, relevant patient associations, in working meetings;

• Identifying the necessary legislative changes, institutional responsibilities (Parliament / Government) and stages of 
change.
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